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Applicant

BURRON MEDICAL INC.

PHARMACIA DELTEC

0’ America Inc. intends to i.ltroduce into
t.ec:ornmerce  the Comfort–Q Subcutaneous Injection
he i;omfort_Q Subcutaneous Injection ‘et 1s a 23

3/ I in. (0.9cm. ) catheter over 26 gauge lntorducer
:.t 1 42 in. (106.7cm. ) microbore tubing. Adhesive
FI :~;losed. These all have similar designs and

[1( : characteristics. The intended use for
:;:] :Lon of fluids or other therapeutic agents
(3( ‘:s1 y.
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B. Braun :)f ~America certifies that the biocompatibilty  tests
recornmen ed in the Tripartite Guidance fo
contact c cr cion will be completed for all the materials
listed al ov for use in the manufacture of the device. All
the mate ~a s listed above have also past requirements for
USP Clas 6) cytotoxicity,  Hemolysis, and USP Physio-
chemical t.eu :ing.
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Ir this category ot

All fin “sh ;d products are tested and nust meet all required
release :;’p* :vifications before distribution. The array of
testing ret j:lired for release include, but are not limited
to; ste ril ty, pyrogenicity (endotoxin/ LAL Method),
physica It: sting, visual examination (in process and
finishe (i ~: oduct) .

The phy :;if 31 testing is defined by Q~ality Control Test
Produre d( ;uments. These tests are established testing
procedL :e: and parameters which conform to the product
design spl {:ifications. The physical testing for the The
Comfort -Q < ~ubcutaneous Injection SetS LS defined in detail
in the “D l~ice Master Records”.

The te: Li ; instruction records for ,~ach of the individually
requir c: mocedures are approved, released, distributed and
revise i ( accordance with document :ontrol GMP”S.

From a r (V]l latory standpoint, the Comfort-Q Subcutaneous
Injectic n : ~ts are equivalent in materials, form, and
intendec. 0: ? to the Pharmacia Deltec (Subcutaneous Infusion
Sets) ar.d i :! materials to the Burron Medical, Inc.
(Microcz Lh .ntravenous Catheter and Placement Unit and
Cathete]’ 1. ~ There are no new issues of safety or
effecti~r~nl::s raised by the Comfort–Q Subcutaneous Injection
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